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Background 

5 

The present invention provides a new composition for the topical administration of 
pharmaceutical active ingredients. In particular, the present invention provides aerosol and 
non-aerosol quick breaking and slow breaking foams for the topical delivery of 
pharmaceutical active ingredients. In particular, the foam composition is a homogeneous, 
10 aqueous alcoholic emulsion system. The foam composition upon actuation produces a 

stabilised r homogeneous, ex pandable foam which breaks easily with shear. A composition 
of this type is often referred to as a "mousse". 

It is known to use mousse compositions to topically deliver pharmaceutical active 
^15 ingredients. An example of such a composition is in patent application AU80257/87 which 
discloses a mousse composition for the topical delivery of the pharmaceutical active 
ingredient, minoxidil. 

However, it would be desirable to provide a mousse composition that enhanced the topical 
20 delivery of the pharmaceutical active ingredient while still providing a pharmaceutical^ 
elegant and consumer acceptable composition. 

The majority of topical lotions and creams for delivering pharmaceutical active ingredients 
contain large amounts of petrolatum or some other occlusive agent to act as a barrier over 
25 the skin. This barrier reduces the evaporation of moisture from the skin which leads to 

^ excess moisture on the skin and in the dermis and enhances the topical delivery of the 

^ pharmaceutical active ingredient. 

However, in practice it would not be desirable to include such large amounts of an occlusive 
30 agent in a mousse formulation because upon application the occlusive agent would leave a 
greasy, sticky layer on the skin and is not considered to be acceptable to the consumer. 

In prior art patents US5002680 and US4981677, there is disclosed mousse compositions 
that contain an occlusive agent such as petrolatum. These compositions are directed 
35 towards cosmetic purposes, and provide no disclosure on their suitability to enhance the 
topical delivery of pharmaceutical active ingredients. 

Description of the invention 
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This invention is predicated on the surprising discovery that a mousse formulation with a low 
amount of an occlusive agent is still able to enhance the topical delivery of pharmaceutical 
active ingredients while remaining an elegant and consumer acceptable composition. 

5 In a first aspect of the invention there is provided a mousse composition which includes at 
least one pharmaceutical active ingredient to be topically administered, and up to 40% of an 
occlusive agent. 

The mousse base can be made using compositions that are well known in the art. 

m 

The aerosol propellant used in the mousse composition may be any suitable gas, such as 
propane, butane, CFCs, HFCs, nitrogen or air. In a preferred embodiment the aerosol 
propellant is a hydrocarbon. 

The mousse composition may include several components, including surfactants, fatty 
alcohols, fatty acids and salts and the like. In a preferred embodiment the mousse 
composition includes cetearyl glucoside. 

The occlusion agent may be any active ingredient or combination thereof that provides a 
hydration barrier to the skin. Examples of suitable occlusion agents include mineral oils and 
greases, long chain acids, animal fats and greases, vegetable fats and greases, water 
insoluble polymers and the like. 

In a preferred embodiment the occlusion agent is petrolatum. 

The amount of occlusion agent in the mousse composition may be up to 40% based on the 
total weight of the composition. In a preferred embodiment of the invention the amount of 
occlusion agent in the mousse composition may be up to 20%. / 

30 In a more preferred embodiment of the invention the amount of occlusion agent in the 
mousse composition may be up to 10%. 

Any pharmaceutical active ingredient to be applied topically may be used with the mousse 
composition of the present invention. In particular, corticosteroids are one class of 
35 pharmaceutical active ingredients that may be used with the mousse composition. In a 
preferred embodiment, the pharmaceutical active ingredient is clobetasol propionate. 



15 



20 



25 



Examples 



Non-limiting examples according to the present invention are as follows: 
5 Example 

Ingredient 1 2 3 4 5 6 7 

Petrolatum 10% 10% 10% 20% 10% 10% 10% 

Clobetasol Propionate - _ « q q 5 o/ 0 

10 Sorbitan Isostearate 0.7% 0.7% - 

Cototh 20 f — 93% — fr6% " « = = 

Water ; 84% 83% 82.5% 70% 72.5% 72.3% 72.25% 

Hydrocarbon Propellant 5% 5% 5% 5% 5% 5% 5% 

Isocetyl alcohol 1% _ » « _ 

15 Cetearylglucoside • » 2.5% 5% 2.5% 2.5% 2.5% 

Alkyl benzoates » - _ - 10% 10% 10% 

Preservative(s) ■ 02 % 02 % 

Compositions not specifically exemplified or referred to here in above but nevertheless within 
20 the ambit of the broad terms of the invention are considered to be implicitly disclosed herein. 

"So 

Dated this ^c?**— day of September 1 998 

25 



30 Soltec Research Pty Ltd 
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